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Abstract

Objective: To describe the process of construction and validation of protocol content and appearance for
telephone follow-up to reduce side effects (lack of appetite, nausea and vomiting, diarrhea and constipation)
associated with outpatient antineoplastic chemotherapy for people with gastrointestinal malignancy.

Methods: This is a methodological and quantitative study, carried out from September to November 2020,
in three stages: scoping review development, protocol construction and material assessment by experts.
They were developed according to the Pasquali’s psychometrics methodological framework. For content
assessment, the Delphi technique was used in two rounds (Delphi | [16 judges] and Delphi Il [12 judges]) and,
those items with Content Validation Coefficient (CVC) were considered valid greater than 0.80 and consensus
of more than 80.0% in the Delphi technique. Data were analyzed using descriptive and inferential statistics
(Binominal test).

Results: All protocol requirements reached agreement among the judges above 80.0% as well as all
items reached statistically significant levels of assessment. At the end of Delphi II, the four protocols were
significantly valid (lack of appetite [CVC = 0.98]; nausea and vomiting [CVC = 0.99]; diarrhea [CVC = 0.99];
and constipation [CVC = 0.98)).

Conclusion: The content of the protocols demonstrated high credibility and their adoption in health institutions
can contribute to telephone follow-up in reducing side effects (lack of appetite, nausea and vomiting, diarrhea
and constipation) associated with outpatient antineoplastic chemotherapy for people with gastrointestinal
malignancies.

Resumo

Objetivo: descrever o processo de construcdo e validacdo de contelido e aparéncia de protocolos para o
acompanhamento por telefone na reducdo dos efeitos colaterais (inapeténcia, ndusea e vomito, diarreia e
constipagdo) associados a quimioterapia antineoplasica ambulatorial para pessoas com neoplasia maligna
gastrointestinal.

Métodos: Estudo metodoldgico e quantitativo, realizado no periodo de setembro a novembro de 2020, em
trés etapas: realizagéo de scoping review, construgdo dos protocolos e avaliagdo do material por especialistas.
Foram desenvolvidos segundo o referencial metodoldgico da psicometria de Pasquali. Para avaliagdo de
contetdo, empregou-se a técnica de Delphi em duas rodadas (Delphi | [16 juizes] e Delphi Il [12 juizes])
e, considerou-se validos aqueles itens com Coeficiente de Validagdo de Contetido (CVC) maior que 0,80
e consenso de mais de 80,0% na técnica de Delphi. Os dados foram analisados por meio da estatistica
descritiva e inferencial (Teste binominal).
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Resultados: Todos os requisitos dos protocolos alcangaram concordancia entre os juizes superior a 80,0%, bem como todos os itens atingiram niveis de
avaliagio estatisticamente significativos. Ao final do Delphi I, os quatro protocolos se apresentaram expressivamente validos (inapeténcia [CVC = 0,98];
nausea e vomito [CVC = 0,99]; diarreia [CVC = 0,99]; e, constipagao [CVC = 0,98]).

Concluséo: O conteudo dos protocolos demonstrou alta credibilidade e, sua adogéo nas instituigdes de salde, pode contribuir para 0 acompanhamento por
telefone na reducdo dos efeitos colaterais (inapeténcia, nausea e vomito, diarreia e constipagao) associados a quimioterapia antineoplasica ambulatorial para
pessoas com neoplasia maligna gastrointestinal.

Resumen

Objetivo: Describir el proceso de construccion y validacion de contenido y apariencia de protocolos para el acompafiamiento por teléfono en la reduccion de
los efectos colaterales (inapetencia, nauseas y vomitos, diarrea y constipacion) asociados a la quimioterapia antineoplasica ambulatoria para personas con
neoplasia maligna gastrointestinal.

Métodos: Estudio metodolégico y cuantitativo, realizado en el periodo de septiembre a noviembre de 2020, en tres etapas: realizacion de scoping review,
construccion de los protocolos y evaluacion del material por especialistas. Fueron desarrollados segun el referente metodoldgico de la psicometria de
Pasquali. Para la evaluacion de contenido se utilizd la técnica de Delphi en dos rondas (Delphi | [16 jueces] y Delphi Il [12 jueces]) y se consideraron validos
los items con Coeficiente de Validez de Contenido (CVC) superior a 0,80 y consenso superior al 80,0 % en la técnica de Delphi. Se analizaron los datos por
medio da estadistica descriptiva e inferencial (Prueba binominal).

Resultados: Todos los requisitos de los protocolos alcanzaron la coincidencia entre los jueces superior al 80,0 %, asi como todos los items alcanzaron niveles
de evaluacion estadisticamente significantes. Al fin del Delphi Il, los cuatro protocolos se mostraron expresivamente validos (inapetencia [CVC = 0,98];
nauseas y vomitos [CVC = 0,99]; diarrea [CVC = 0,99]; y constipacion [CVC = 0,98]).

Conclusion: El contenido de los protocolos demostrd alta credibilidad y su adopcién en las instituciones de salud, puede contribuir para el acompafiamiento
por teléfono en la reduccion de los efectos colaterales (inapetencia, nuseas y vomitos, diarrea y constipacion) asociados a la quimioterapia antineopldsica

ambulatoria para personas con neoplasia maligna gastrointestinal.

Introduction

In the oncological context, there has been an in-
crease in the use of outpatient treatments, which
represent a different context from hospitalization.
Compared to the hospital setting, outpatient an-
tineoplastic chemotherapy (AC) results in better
quality of life (QoL) and lower treatment costs for
patients. However, administering outpatient AC is
challenging due to high demand, time pressures,
and low level of control. Also, side effects tend to
occur at home."?

AC is a type of systemic treatment, consisting
in the use of drugs that, alone or in association, act
in the process of cell growth and division and,"”
systemic toxicities are prevalent and often little rec-
ognized, resulting in high rates of uncomfortable
symptoms and, consequently, avoidable emergency
room visits and hospitalizations.!*®

Outpatient care requires patients to manage
symptoms in their home, however, on a regular ba-
sis, these people are inadequately prepared or forget
instructions on how to deal with unrelieved symp-
toms.” As a result, the management of symptoms
of malignant neoplasm is often unsatisfactory.®?

Nursing care in oncology, based on good prac-
tices, requires the construction and implementation
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of an interconnected system of care protocols, which
allows the realization of nursing actions based on
scientific evidence, contributing to professional de-
cision-making effectively, quickly and individually.
(10,11)

It is noteworthy that telephone follow-up is a
modality of care that allows interaction between
health professionals and their patients.”’ The tele-
phone intervention in the daily routine of nursing
has been recommended as a significant aid to clinical
practice, as it can provide important contributions
to health promotion, as it enables the control of ad-
verse effects, fast driving and support for therapeutic
adherence."? In fact, telephone follow-up is an in-
tervention established by the Nursing Interventions
Classification (NIC), which allows monitoring a
person’s health conditions to act in circumstances
of an abnormal state.!"'? The relevance of this study
is to provide protocols in order to substantially con-
tribute to the provision of quality care.

This study aimed to describe the process of
constructing and validating protocol content and
appearance for telephone follow-up to reduce side
effects (lack of appetite, nausea and vomiting, diar-
rhea, and constipation) associated with outpatient
antineoplastic chemotherapy for people with gas-
trointestinal malignancies.
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Methods

This is a methodological study, carried out from
September to November 2020, based on the
Pasquali’s psychometrics methodological frame-
work,"¥ developed in three stages: scoping review,
construction of protocols and content validation
and appearance by judges/experts.

Initially, the results from a scoping review were
used according to the international guide PRISMA-
ScR recommendations"” and in the method pro-
posed by the Joanna Briggs Institute, Reviewers
Manual 2020, based on national and internation-
al scientific evidence (Appendix 1). The Common
Terminology Criteria for Adverse Events (CTCAE)
version 5, produced by the North American
National Cancer Institute (NCI), was also used;
the National Comprehensive Cancer Network
Clinical Practice Guidelines in Oncology (NCCN
Guidelines) and the Classification of Nursing
Interventions (NIC) taxonomy."?

The scoping review protocol was registered
in the Open Science Framework (https://doi.
org/10.17605/OSEIO/5S7DE). The participant,
concept and context (PCC) strategy was used to
construct the research question, in which: P (par-
ticipants) - oncology nurse; C (concept) - telephone
follow-up of patients with gastrointestinal malig-
nancies; and C (context) — antineoplastic chemo-
therapy clinics. Thus, the established research ques-
tion was: what scientific evidence, in the context of
outpatient antineoplastic chemotherapy;, is available
for telephone follow-up of patients with gastroin-
testinal malignancies performed by nurses?

The search strategy was adapted according
to each database’s specificities, and the analo-
gous combination of descriptors was preserved:
(“Telemedicine’[Mesh] OR “Telenursing”[Mesh]
OR  “Telephone”[Mesh]  OR  “Telephone
Consultation” (Iowa NIC) OR “Telehealth’[Mesh])
AND (“Oncology  Nursing”[Mesh] OR
“Nursing”[Mesh]) AND (“Anus Neoplasms”[Mesh]
OR “Cecal Neoplasms”[Mesh] OR
“Colonic  Neoplasms”’[Mesh] OR  “Digestive
System  Neoplasms”[Mesh] OR  “Duodenal
Neoplasms”[Mesh] OR “Qastrointestinal

Neoplasms”[Mesh] OR “Ileal Neoplasms”[Mesh]
OR “Intestinal Neoplasms”’[Mesh] OR “Jejunal
Neoplasms”[Mesh] OR  “Sigmoid Neoplasms
“[Mesh] OR “Stomach Neoplasms “[Mesh] OR
“Esophageal Neoplasms “[Mesh] OR “Colorectal
Neoplasms”[Mesh]).

After selecting the descriptors and synonyms, an
electronic search of the studies was carried out, from
November 2019 to January 2021, in the PUBMED
(National Library of Medicine and National
Institutes of Health), CINAHL (Cumulative Index
to Nursing and Allied Health Literature), Web of
Science, Scopus, LILACS (Latin American and
Caribbean Health Science Literature) and Cochrane
Central Library databases.

Articles published in Portuguese, English or
Spanish, with abstracts available in full in the select-
ed databases, which addressed telephone follow-up
by nurses with patients with gastrointestinal malig-
nancies, from 2013 onwards were included. This
time frame was justified due to the framework of
the Brazilian National Policy for Cancer Prevention
and Control in the Health Care Network for People
with Chronic Diseases (Politica Nacional para a
Prevencio e Controle do Cincer na Rede de Atencio a
Satide das Pessoas com Doencas Crénicas) within the
scope of the Unified Health System (Sistera Unico
de Saride)."® Studies that did not include the guid-
ing question, editorials, experience reports, theo-
retical essays, a single case study and surveys that
addressed telephone follow-up carried out by health
professionals who were not nurses were excluded.

Studies were selected by two independent re-
viewers, with the goal of confirming their relevance
to the scope review questions and, if so, the data
of interest was extracted. Doubts or inconsistencies
were resolved by consensus among the authors. For
separating, summarizing and reporting the essential
information found in each study, a structured in-
strument was used to collect these data, which al-
lowed the synthesis, interpretation and analysis of
the extent, nature and distribution of the studies
incorporated in the review.?

In the process of elaborating the protocols, the
construct was subdivided into four modalities (all
containing a flowchart with a graphic algorithm
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followed by detailed guidelines with nursing inter-
ventions/actions, in addition to a scientific founda-
tion), namely: a) Protocol for telephone follow-up
to reduce the inappetence of people with gastroin-
testinal malignancies undergoing outpatient anti-
neoplastic treatment (PNMGTAA); b) Protocol for
telephone follow-up to reduce nausea and vomiting
of PNMGTAA; ¢) Protocol for telephone follow-up
to reduce PNMGTAA diarrhea; d) Protocol for tele-
phone follow-up to reduce PNMGTAA constipation.

It is noteworthy that the algorithms were devel-
oped according to Pimenta et al.’s proposal,"? in
which there is the use of graphic forms with certain
meanings in the construct. They present an initial
approach to patients over the telephone, in order to
check the connection quality; description of drugs
with high and moderate degree to cause the respec-
tive side effects of each protocol; questions related
to the frequency, characteristics, period and man-
agement of inappetence, nausea and vomiting, di-
arrhea and constipation; guidance in cases of com-
plications and/or worsening of symptoms related to
outpatient AC.

Each of these protocols was assessed according
to the criteria established by Pasquali:"¥ behavior,
objectivity, simplicity, clarity, relevance, accuracy,
variety, modality, typicality, credibility, breadth and
balance. It should be noted that there was a frame-
work elucidating each of these 12 criteria and they
were assessed using a Likert-type scale as follows: “1
- inadequate (I)”, classified as disagreement degree;
“2 - partially adequate (PA)”; “3 - adequate (A)”,
labeled as degree of agreement.

In the protocol validation stage, in order to
reach the number of judges recommended by
Pasquali,"?, i.e., six to 20 judges. This process was
guided through the analysis of selected expertise for
the research, through the appreciation of resumes
in the CNPq’s Platforma Lattes. For this purpose,
the simple search form was used, in the field “search
for”, in the category “subject”, through the use
of the terms “oncology” and/or “chemotherapy”
and/or “validation”. A total of 389 doctors were
identified.

For the screening of possible expertise, the
Fehring model® was adapted and used (maximum
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score of 14 points), with a minimum score of five
points being assigned: master’s and doctorate in
nursing or related fields (mandatory criterion); dis-
sertation or thesis on oncology and/or validation (3
points); oncology experience of at least three years (3
points); certificate or title of expert in oncology nurs-
ing (2 points); research in oncology and/or valida-
tion in the last five years (2 points); authorship of at
least two articles, in the last two years, in oncology (2
points); participation in a research group involving
the theme Oncology and/or validation (2 points).*”

After the search, the first 50 eligible judges were
chosen. These received an invitation letter by email,
with a period of up to 20 days to respond; in addi-
tion to the Informed Consent Form (ICF), with in-
structions to be able to analyze and assess the proto-
cols. The instrument to be completed for validation
was built in Google Docs, with participant char-
acterization information, graphic algorithms and
guidelines. After each protocol there was a space in
which judges could provide suggestions for modifi-
cation and improvement.

This process was conducted using the Delphi
technique. In Delphi I, 16 experts participated, a
stage in which there were suggestions for changing
the protocols to improve them. After analyzing the
Delphi I data and reformulating the protocols, as
recommended by experts, they were contacted and
sent a new electronic form with protocols adjusted
for a new assessment (Delphi II), 12 judges partic-
ipated. To fill out the form, the judge needed ap-
proximately 40 minutes and, after starting the vali-
dation process, it could not be discontinued.

For protocol assessment, experts judgments
were entered into a database in Microsoft Excel
2016°, and after being analyzed, the scores attribut-
ed to each protocol were verified. Protocol relevance
was obtained by applying the CVC.?" The item
that presented more than 80% of agreement among
judges (assessed as adequate) and a CVC>0.80.%?

Nevertheless, a descriptive and inferential analy-
sis (binomial test) was carried out. For this purpose,
p-value<0.05 was adopted as a parameter for statis-
tical significance.

The research was approved by the Institutional
Review Board of the Universidade Federal de Sio Joio
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del-Rei, under Opinion 2.010.532, and it is a sub-
project of an “umbrella” research entitled Collective
construction of protocols and manuals.

It is noteworthy that the external validation of
the protocols has not yet been carried out, since it
is the elaboration of protocols that, only after their
implementation, can be re-assessed and adjusted
when necessary.

Results

For protocol construction, the changes made con-
sisted of, essentially, in objectivity, simplicity, clar-
ity, relevance, variety (language is adequate and
allows content interactivity), modality (vocabulary
is appropriate, without generating misunderstand-
ings), and typicity (vocabulary is consistent with
the theme, with adequate concepts). Each complet-
ed protocol had a flowchart with a graphic algo-
rithm followed by detailed guidelines with nursing
interventions (Appendix 2).

It is noteworthy that, in these protocols, pa-
tients who undergo AC with the potential for nau-
sea, vomiting, diarrhea and constipation will need
to be assessed by a nurse, by applying the CTCAE
scale. Persons in the first AC cycle must have a re-
cord of the guidelines provided in accordance with
the protocols. From the second AC cycle, it will be

necessary to have a medical record, the guidelines
provided/modified and patient adherence or not,
with the respective reasons as well as any person’s
refusal to follow the guidelines.

In the validation process, the expert committee
was composed of 16 professionals in the first round
and 12 in the second (it is noteworthy that these 12
experts collaborated in both rounds), with the loss of
four judges due to the non-return of the protocols
within the term signed in advance. Doctors with care
and management experience in oncology participat-
ed, inaddition to teaching. Experts' minimum age was
35 years and the maximum was 58 (mean=40.12 and
standard deviation=6.75 in Delphi [; mean=42.71
and standard deviation=7.80 in Delphi II), whose
mean training time was 20.20 and standard devia-
tion=5.81 in Delphi I; mean=19.64 and standard
deviation=5.84 in Delphi II. They worked in four
regions of Brazil, namely: southeast with 13 (81.1%)
judges, northeast, center-west and south, with one
(6.3%) expertise each.

Table 1 describes the final consensus among
judges regarding the analyzed items of protocol
content for telephone follow-up in the reduction of
side effects (lack of appetite, nausea and vomiting,
diarrhea and constipation) associated with AC for
people with gastrointestinal cancer, who obtained
agreement (“adequate”), according to Pasquali’s as-
sessment criteria.

Table 1. Consensus among judges in Delphi | and Il stages for the items assessed of protocol content for telephone follow-up in the
reduction of side effects (lack of appetite, nausea and vomiting, diarrhea and constipation) associated with outpatient chemotherapy

for people with gastrointestinal cancer

Reduction of side effects associated with chemotherapy

Inappetence Nausea and vomiting Diarrhea Constipation

ltems Delphi | Delphi Il Delphi | Delphi Il Delphi | Delphi Il Delphi | Delphi Il

(p-value*) (p-value*) (p-value*) (p-value*) (p-value*) (p-value*) (p-value*) (p-value)

n(%) n(%) n(%) n(%) n(%) n(%) n(%) n(%)

Behavior 0.01(89.5) 0.00(100.0) 0.02(87.5) 0.00(100.0) 0.04(85.4) 0.00(100.0) 0.18(81.2) 0.00(100.0)
Objectivity 0.01(89.5) 0.00(100.0) 0.04(85.4) 0.00(100.0) 0.04(85.4) 0.00(100.0) 0.18(81.2) 0.00(100.0)
Simplicity 0.01(89.5) 0.00(100.0) 0.01(89.5) 0.00(100.0) 0.04(85.4) 0.00(100.0) 0.04(85.4) 0.00(100.0)
Clarity 0.01(89.5) 0.002(97.2) 0.02(87.5) 0.00(100.0) 0.07(83.3) 0.00(100.0) 0.30(79.1) 0.002(97.2)
Relevance/pertinence 0.01(89.5) 0.00(100.0) 0.01(89.5) 0.00(100.0) 0.04(85.4) 0.002(97.2) 0.04(85.4) 0.00(100.0)
Accuracy 0.04(85.4) 0.00(100.0) 0.02(87.5) 0.002(97.2) 0.02(87.5) 0.00(100.0) 0.30(79.1) 0.002(97.2)
Variety 0.01(89.5) 0.00(100.0) 0.01(89.5) 0.00(100.0) 0.02(87.5) 0.00(100.0) 0.02(87.5) 0.00(100.0)
Modality 0.01(89.5) 0.002(97.2) 0.01(89.5) 0.00(100.0) 0.003(91.6) 0.00(100.0) 0.07(83.3) 0.00(100.0)
Typicity 0.01(89.5) 0.00(100.0) 0.003(91.6) 0.00(100.0) 0.003(91.6) 0.00(100.0) 0.04(85.4) 0.00(100.0)
Credibility 0.01(89.5) 0.00(100.0) 0.01(89.5) 0.00(100.0) 0.02(87.5) 0.00(100.0) 0.02(87.5) 0.00(100.0)
Breadth 0.003(91.6) 0.00(100.0) 0.003(91.6) 0.00(100.0) 0.04(85.4) 0.00(100.0) 0.04(85.4) 0.00(100.0)
Balance 0.00(100.0) 0.00(100.0) 0.01(89.5) 0.00(100.0) 0.01(89.5) 0.00(100.0) 0.02(87.5) 0.00(100.0)

*p-value referring to the Binominal test (significant for p-values<0.05)
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According to what was exposed in Table 1, it
was observed that the care protocols inappetence,
nausea and vomiting and diarrhea were within
the recommended breadth to be considered valid
from the Delphi I stage. Regarding constipation,
they were below of the recommended, for the
protocol to be considered valid in Delphi I, the
items clarity (79.1%) and accuracy (79.1%). It is
noteworthy that the items mentioned above did
not show statistical significance in the agreement
among judges. It should be noted that judges’
suggestions in the first round (Delphi I) for the
items that needed to be revised were regarding
their form of presentation, inclusion, exclusion,
relocation or division (Include Bristol Scale,
standardize algorithm wording, review wording,
remove action, manually remove fecal impac-
tion, if necessary, as reccommended by the Federal
Council of Nursing; this action can be performed
by nurses as long as it is registered in an institu-
tional protocol).

In the flowchart, with the graphic algorithm
and care guidelines for AC-induced inappetence,
for telephone follow-up to reduce the side effect
of inappetence related to AC for people with
gastrointestinal cancer, content was clearly, un-
equivocally and relevantly explained (boxes were
separated about lack of appetite and other symp-
toms; writing has been revised; there was an im-
provement in relation to colors and an increase
in the size of the font used; guidelines for pro-
fessionals and patients were included; guidelines
were included regarding the use of non-abrasive
toothpaste and mouthwashes with 0.9% saline
solution or 3% carbonated water four to six times
a day; content that was not exclusive to inappe-
tence was removed).

In the care protocol for telephone follow-up to
reduce nausea and vomiting associated with AC for
people with gastrointestinal cancer, judges’ sugges-
tions were regarding its form of presentation, in-
clusion of instructions and relocation (high and
moderate drugs were changed emetogenic degree
for treatment protocols with high and moderate
emetogenic degree; questions were included that
assess the risk of dehydration; actions were oriented
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to patients and/or family members were separated
from exclusive actions of nurses; and content word-
ing was revised).

Regarding the care protocol for telephone fol-
low-up of AC-induced diarrhea for PNMGTAA,
judges’ recommendations allowed the desired goal
to be reached. The Bristol Scale was added, guid-
ance for after evacuation, washing the region with
soap and water and drying with a soft towel, with-
out friction, and scientific basis. This last item was
added to all care protocols.

In the Delphi II round, all requirements showed
agreement above 80.0% and were statistically sig-
nificant (p<0.05), which corresponds to agreement
among judges. In addition, after judges’ suggestions
(Delphi II), modifications were essential only in re-
lation to the color of algorithms’ graphic forms, in
order to make them more prominent and differen-
tiated in the care protocols. It is noteworthy that, at
the end of Delphi II, the care protocols were valid
(lack of appetite [CVC = 0.98]; nausea and vom-
iting [CVC = 0.99]; diarrhea [CVC = 0.99]; and
constipation [ CVC = 0.98]).

Finally, there was no objection from the judg-
es regarding the recommendation for the use of
care protocols in clinics where AC is administered.
In Delphi II, 100.0% made the recommendation
without the need for changes.

Discussion

AC offers great benefit to people with malignant
neoplasms. In general, therapeutic and toxic doses
are very close, and*” is associated with a myriad
of symptoms and side effects from treatment that
can range from mild to potentially fatal, severe and
disabling.©

Therefore, early recognition and effective man-
agement of these symptoms by health profession-
als, patients and family members are essential to
reduce the sequelae of physical and psychological
treatment. However, most patients receive AC in an
outpatient setting and are therefore compelled to
manage side effects at home without direct support
from cancer health professionals. Thus, the use of
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home telephone follow-up can be a key factor in
cost-effective health care.©”

The care protocols, from two Delphi stages,
were considered valid in their content (lack of ap-
petite [CVC = 0.98]; nausea and vomiting [CVC
= 0.99]; diarrhea [CVC = 0.99]; and constipation
[CVC = 0.98]), are acceptable to consider valid.
Therefore, the protocols proved to be valid; and its
application can contribute to health promotion, as
it is a tool that aims to improve the quality of care,
reduce adverse events, support therapeutic adher-
ence and improve communication between patients
and nurses. It involved the participation of 16 judg-
es in Delphi I (DI) and 12 in Delphi II (DII) stages,
with a view to making the care protocols reliable
and valid with regard to content and appearance.
Validity is an essential criterion for validating the
quality of an instrument.!"12?

As for preeminence of females (87.5% - DI and
83.5% - DII) among the judges participating in this
research, a study® showed that this fact has fol-
lowed the profession since the beginnings of nurs-
ing history, since it is one of the feminized health
professions and maintains the relationship between
“care” and “feminine action”. Around 85.0% of
nursing professionals are women.

The experience of the judges participating in
the assessment phases stands out, who were doctors
with extensive experience in cancer care, manage-
ment, research and teaching. From this angle, litera-
ture shows that holders of masters’ and PhD degrees
are the main responsible for enabling repercussions
on practices and, consequently, on the advancement
of nursing.1"*

Therefore, it is understood that the participa-
tion of experienced professionals involved in can-
cer care, management, research and teaching is
vehemently relevant for the validation of protocols
to be applied in practice, as this study proposed
when validating assistance protocols for telephone
follow-up assistance in reducing the side effects as-
sociated with AC.

In the validation process of care protocols, the
final product of this research, the judges present-
ed a significant coefficient of agreement in all items
assessed, in order to make the instrument valid in

relation to the assessment of usefulness/relevance,
objectivity, simplicity, clarity, relevance, accuracy,
variety, consistency, feasibility, updating, accuracy,
and behavior." This certifies that the instrument is
suitable for a reliable practical applicability.

With regard to CVC, it can be inferred that
there was a consensus among participants in the
care protocol validity judgement, as well as it was
considered that the assessed instrument supplies
content for telephone follow-up in the reduction of
side effects (lack of appetite, nausea and vomiting,
diarrhea and constipation) associated with outpa-
tient AC for people with gastrointestinal malignant
neoplasm. This reality is proven by the agreement
obtained among judges in the assessment of inap-
petence (CVC: DI - 0.90 and DII - 0.98), nausea
and vomiting (CVI: DI - 0.89 and DII - 0, 99),
diarrhea (CVI: DI - 0.87 and DII - 0.99), and con-
stipation (CVIL: DI — 0.84 and DII — 0.98). They
were statistically significant (p < 0.05), which de-
notes the achievement of better consensus associ-
ated with improvements in the protocols between
Delphi rounds.

Despite the rigor in assessing content and ap-
pearance of care protocols, it is necessary to pro-
ceed with the consecutive phases, for operational
and measurement equivalence. Therefore, its ap-
plication was started in a large Brazilian hospital,
qualified as a High Complexity Oncology Care
Unit (UNACON - Unidade de Assisténcia de Alta
Complexidade em Oncologia) so that it is possible to
verify its efficiency.

The limitation of this study is related to the
specificity of the protocols for telephone follow-up
in reducing only the side effects of inappetence,
nausea and vomiting, diarrhea and constipation
associated with outpatient AC for people with gas-
trointestinal malignancies. Therefore, it is recom-
mended that further research be carried out for the
construction and validation of protocols aimed at
other side effects.

Even so, this research will contribute substan-
tially to raising professionals’ attention regarding
the importance of adjustments to provide outpa-
tient care with greater interaction between health
professionals and patients, in addition to enabling

Acta Paul Enferm. 2022; 35:eAPE039007734.
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the control of some adverse effects, through tele-
phone monitoring based on scientific evidence.

Conclusion

The validation process of care protocols enrolled
16 judges in Delphi I, who judged that only the
items related to the constipation side effect were not
adequate in terms of clarity (79.1%) and accuracy
(79.1%), even so a CVC of 0.84 was obtained. In
the second Delphi round, 12 judges were included,
and the validation of protocol content and appear-
ance was achieved (lack of appetite [CVC = 0.98];
nausea and vomiting [CVC = 0.99]; diarrhea [CVC
= 0.99]; and constipation [CVC = 0.98]). Based on
the results, it was proven that the protocols are re-
liable and valid in terms of content and appearance
to be submitted to clinical validation in the practice
of outpatient services.
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Appendix 2. Protocols with the respective graphic algorithm followed by detailed guidelines with nursing interventions
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Algoritmo do protocolo para follow-up por telefone de nausea e vomito induzidos por QT para pessoas com
neoplasia maligna gastrointestinal em tratamento ambulatorial
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leucovorin,

irinotecano e 5-FU).
- Perguntar: Esta com prisdo de ventre?

f%m:::‘a ina . Orientar o paciente a
: continuar observando e
EOX: Epirrubicina + _H& quanto hmpon enld em caso de episodios

de constipag3o,

Oxaliplatina + ¢ ¢
Cape:itabila. A do S 4 PR comunicar o Enfermeiro
Pag = .
T, ou em sequéncia a quimioterapia? | I do servico de salde
(E;:X‘.;pl T’ LR -Sabe o que fazer para aliviar? SIM UNACON ou CACON
P -Voce sabe o que o provoca? | | mais proximo.

Copecant -Quando foi sua Ultima evaeu-po"
. = -Qual o aspecto/consisténcia?

gsph!mai;l il tidade?

EOF: Epirrubicina +

Oxaliplatina + 5-FU

ECarboX: — - —

Epirrubicina - Em casos de intercorréncias e /ou piora de constipacio

Carboplatina + i - e outros sintomas, procurar o pronto atendimento,

Capecitabina = T Cos e com o enfermeiro e/ ou médico do servigo de

Loisieiis S Para  CONSHPAG30 | | <5ide UNACON ou CACON elou fazer contato por
induzida por QT. -conforme ” ligar o "
protocolo. SR ¢

Orientagdes - Constipagao Induzida Por Quimioterapia Antineoplasica

- Verificar adesd@o ao (comp em todas as sessdes de QT? Segue as recomendagdes?);
- Avaliar ¢as e conhecimentos a respeito de Constipagéo;
- Verificar se existem fat d deantes ou ag tes da tipagdo;
- Confi se o médico pr analgésicos opioides e/ou laxantes para prevencdo e alivio de sintomas;
- Pedir ao paciente ou o cuidador que classifique as fezes, segundo a consisténcia seguindo a Escala de Bristol (Martinez, Azevedo 2012):
- Tipo 1: peq bolinhas duras separadas (como coquinho), dificil para sair;
- Tipo 2: formato de Imguu;a ¢ada, com peq bolinhas grudadas;
- Tipo 3: f to de linguica com rachad na superficie;
- Tipo 4: alc da com fi to de salsicha ou cobra, lisa e macia;
- Tipo 5: pedag ios € separados, com borda bem definida, faceis de sair;

- Tipo 6: massa pastosa e fofa, com bordas imegulares;

- Tipo 7: totalmente liquidas, sem pedag
Orientar ao paciente a:

* Optar por uma dieta com elevado teor de fibras (ex: laranja, couve);

* Aumentar a ingestdo de liquidos;

* Praticar e tentar manter um diario alimentar;

¢ Realizar limpeza seguida com agua e sabdo do vaso sanitario, sempre dando descargas (fazer o uso de mascara e luvas) devidas eliminagéo de t

do quimioterapico;

Observar a consisténcia das fezes e quantidade;

* Comunicar com o enfermeiro se houver flatuléncia, aumento na frequéncia ou intensidade dos sons intestinais distensdo abdominal, dor;

¢ Ingerir de forma apropriada o medi t Igésico elou | , conf prescri¢do médica quando ap tar sint de dor, flatuléncia, distensdo
abdominal;

* Pesar com regularidade quando possivel e anotar (se balam;a em domnclllo ou em farmacsas posto de salide ou ambulatorio de quimioterapia) e
comunicar o enfermeiro se houver ganho de peso e inhara ao nutrici para avali =

* Explicar ao paciente que medicamentos opioides (ex: tramadol, morfina) e antieméticos (ex: Ondasetmna) podem causar constipag&o.

Fundamentacao Cientifica:
BuledlekGM BuwherHK.DoeMem-mJM wwcu NIC - Classificagdo das i des de enf 7. ed. S3o Paulo (SP): GEN Guanabara Koogan; 2020.
AP, A do GR. G cultural e validag3 daanuSwdanSﬁleparaapopda;aobnskn Rev. Latino-Am. Enfermagem. 2012 ;20(3):
Sanchez-Gundin J, Femandez-Carb AM, T Suarez Al, Barreda-Hema D. Quality of life in non-metastasic colorectal cancer patients in FOLFOX or XELOX therapy. Farm Hosp. 2012
Mar 1:42(2)-56-80.
TMIWRCPMCJMCRMHJN”WE.L:HD«#AMIMO?‘ ib in ination with epirubici platin and itabine (ECarboX) in advanced

Invest New Drugs. 2014 Apr.32(2):250-60.
‘Yamaguchi K, Ando M, Qoki A, Beier F, Guenther S. von Hohnhorst P, et al. Quality of Life Analysis in Patients With RAS Wild-Type Metastatic Colorectal Cancer Treated With First-Line Cetuximab
Plus Chemotherapy. Clin Colorectal Cancer. 2017 Jun;16(2)e20-e37.
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Algoritmo do protocolo para follow-up por telef de di ia induzida por QT para com lasi i
Protocolos com alto [} i inal em i
e moderado grau Abordagem inicial:
diarreico - Entrar em com o paciente pelo telef di £y
- Apresentar-se e conferir se a qualidade da Ilgagao esta adequada
CF: Cisplatina+ 5-FU.|] —=—======° - "Bom dia/tarde/noite, meu nome & . sou enf iro do servico de ambul orio de q p
DCF: Docetaxel + - Identificagdo do paciente - Pergunte o nome completo da p
cisplatina +5-FU. - "Voce me escuta bem?” - “O Sr (a) pode conversar agora?”
FOLFIRI: Irinotecano - Se vocé identificar alg gilidade (dificuld: na.fala. : 3 perg se tem mais ,_‘ porpenoql.-eposs;mdar
+ leucovorin + 5-FU. - “Tem outra pessoa que eu possa para g 3 um familiar ou cuidador, qual & o nome?
CAPOX: Capecitabina
+ Oxaliplatina.
ECF: Epirrubicina +
Cisplatina + 5-FU. - -—
EOF: Epirrubicina +
Oxaliplatina + 5-FU. ] Orientar o paciente a
e Permmier: continuar observando e
EOX: Epirrubicina + -Acontece diarmeia antecipatoria ou P
Oxaliplatina + em sequéncia a QT? B caso de episodios
Capecitabina. -Ha quanto tempo vem de diameia, comunicar
apresentando di y 7 1 i
S e 5 o&m:iaﬂ.ﬂ;n . .oEnfe::etu 'tb
cisplatina + 5-FU. Mool S 0 que o prouneRg SiM NAO S e
Pl -Com :t: di.equen«- ocorre a0 UNACON ou CACON
XELOX: Oxaliplatina longo 1?2 — mais proxi
+ Capecitabina. -Qual 0 aspecto/consisténcia? i ;
-Qual a quantidade?
FOLFOX/ FOLFOX6 / iy
mFOLFOX6: <Sabe £ SR P oy 03
oxaliplatina + n
Leucovorin + 5-FU.
FOLFIRINOX: com
irinotecano.
Estreptozocina +
I:onmubicinaf.'o- - = Emcsos&mhmmelwpm(hdmuem
- Implementar orientagdes de P o pronto com o
TIP: Paclitaxel + cuidados para diarreia induzida 3 médico e/ ou enf: iro do igo de saide UNACON ou
ffosfamida (com por QT, conforme protocolo. CACON ou fazer contato telefone, ligar no servico
mesna) e cisplatina + : por
suporte de G-CSF.
Doxorrubicina. ———
Paclitaxel +
Carboplatina.
Orientagdes - Diarreia Induzida Por Quimi pia Antineopl
- Verificar ades3o ao tratamento (comparece em todas as sessdes de QT, segue as dagbes cor ).
- Avaliar ¢as e conh a respeito da Diameia;
- Verifficar se existem fatores deser ou agr das di
- Verificar se ha conhecil sobre avaliagio de risco de desi ¢30 (se ndo houver conhecimento, orientar a seguir as dagd no p ep o servigo
de salde mais proximo para conversar com o enfermeiro responsavel);
- Padir ao paciente ou o cuidador que classifique as fezes, segundo a consisténci guindo a Escala de Bristol (Martine; Azevedo, 2012):
- Tipo 1: pequenas bolinhas duras (como i dificil para sair;
- Tipo 2: formato de linguiga ¢ada. com p gl
- Tipo 3: formato de linguiga com rachaduras na superficie;
- Tipo 4: alongada com formato de salsicha ou cobra, lisa e macia;
- Tipo 5: pedagos macios e separados, com borda bem definida, faceis de sair;
- Tipo 8: massa pastosa e fofa. com bordas iregulares:
- Tipo 7: totalmente liquidas, sem pedacos sdlidos
- Orientar o paciente a:
* Monitorar o preparo seguro dos alimentos (se est3o bem lavados, dentro do prazo de validade);
* Tentar eliminar alimentos com lactose;
e Evitar ali g e doces, ali mais proteina e caldrico propri (batata, amoz. magd sem casca, banana-magd. melancia) e dieta com baixo teor
de fibras (leite. i de gases e muito temperados (repolho. molhos com pimenta):
* N3o ingerir dgua junto com as refeicdes, monitorar ingesta liquida:
* Realizar impeza seguida com agua e sabo do vaso sanitario, sempre dando descargas (fazer o uso de mascara e luvas) devidas eliminagio de toxinas do quimioterapi
* Lavar a regido anal com agua e sabdo apds a 30, observar a é das fezes e de. se ha p ¢a dos sons i i divei icar a
frequéncia ao iro por N
* Ingerir i idiarrei p icdo médica;
* Observar Xerodermia (o turgor da pele, fazendo uma prega com os dedos polegar e indicador & comunicar se retomo da pele esta lento maior que 03 segundos. ressecado).
observar Xerostomia (boca seca);
* Pesar com regularidade quando possivel e anotar (se b ¢a em domicilio, ou em farmacias, posto de salde ou ambulatério de quimi i icar o enfs iro se
perda de peso para encaminhar ao nutricionista.
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